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DETAILED ACTION 

Applicants' election without traverse of Group III (claims 14-24 and new claims 
37-44) jn the reply filed on November 12, 2007 is acknowledged. In a telephonic 
interview on January 8, 2008, applicants' representative, Susan Alpert Siegel, further 
elected SEQ ID NO:1 (RDC1) in response to a species election. 

The species election was made because SEQ ID NOs:1, 3, 5, 7, 9, 11, 13, 25, 27 
and 29, corresponding to RDC-1, IGFBP2, FLJ14103, KIAA0367, Neuritin, INSR, KIT 
(c-kit), LOX, NOV and ANGPTL2, respectively, each have a different structure and/or 
function and therefore lack the same or corresponding special technical feature. When 
the Markush grouping is for alternatives of chemical compounds, they shall be regarded 
as being of a similar nature where the following criteria are fulfilled: 

(A) All alternatives have a common property or activity; and 

(B) (1) A common structure is present, i.e., a significant structural element is 
shared by all of the alternatives; or 

(B)(2) In cases where the common structure cannot be the unifying criteria, 
all alternatives belong to a recognized class of chemical compounds in the art to which 
the invention pertains. 

Because the recited species do not have a common property or activity and do 
not have a common structure, the requirement for a shared technical feature has not 
been met. 
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Claims 

The numbering of claims is not in accordance with 37 CFR 1.126 which requires 
the original numbering of the claims to be preserved throughout the prosecution. When 
claims are canceled, the remaining claims must not be renumbered. When new claims 
are presented, they must be numbered consecutively beginning with the.number next , 
following the highest numbered claims previously presented (whether entered or not). 

Misnumbered claims 40-45 have been renumbered 39-44. The dependencies 
have been renumbered as well. A compliant claim listing is required in applicants' next 
response. 

Claim Rejections - 35 USC §112 

The following is a quotation of the second paragraph of 35 U.S.C. 112: 

The specification shall conclude with one or more claims particularly pointing out and distinctly 
claiming the subject matter which the applicant regards as his invention. 

Claims 14-24 and 37-44 are rejected under 35 U.S.C. 112, second paragraph, as 
being indefinite for failing to particularly point out and distinctly claim the subject matter 
which applicant regards as the invention. 

Claims 37 and 38 are dependent upon a canceled claim. Therefore, there is 
insufficient antecedent basis for the limitations recited in claims 37 and 38. For 
examination purposes, it is assumed that claims 37 and 38 depend from claim 14. 

Claims 14, 18, 19, 20, 22, 23, 40 and 41 recite "specific for" or "specific to." It is 
not clear what this means, the antisense, siRNA, small molecule inhibitor, antibody or 
ribozyme is "specific for" or "specific to" a sequence or protein in what way (binding, 
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inhibiting, etc.)? The metes and bounds of the claims cannot be determined without 
further clarification. 

Claim Rejections - 35 USC § 102 

The following is a quotation of the appropriate paragraphs of 35 U.S.C. 102 that 
form the basis for the rejections under this section made in this Office action: 
A person shall be entitled to a patent unless - 

(a) the invention was known or used by others in this country, or patented or described in a printed 
publication in this or a foreign country, before the invention thereof by the applicant for a patent. 

(e) the invention was described in (1) an application for patent, published under section 122(b), by 
another filed in the United States before the invention by the applicant for patent or (2) a patent 
granted on an application for patent by another filed in the United States before the invention by the 
applicant for patent, except that an international application filed under the treaty defined in section 
351(a) shall have the effects for purposes of this subsection of an application filed in the United States 
only if the international application designated the United States and was published under Article 21(2) 
of such treaty in the English language. 

Claims 14, 15 and 20 are rejected under 35 U.S.C. 102(a) as being anticipated 
by Moses et al. (Ann. N.Y. Acad. ScL, 2002, 975:180-191). 

The claims are drawn to, inter alia, a method of inhibiting at least one of: Kaposi's 
sarcoma associated herpesvirus (KSHV)-induced cellular gene expression or encoded 
biological activity; KSHV infection; or KSHV-mediated effects on cellular proliferation 
and phenotype, the method comprising introducing into, or expressing within a KSHV- 
infected human cell at least one of an antisense, siRNA, or ribozyme agent specific for a 
validated KSHV-induced cellular gene sequence, and in an amount sufficient to inhibit 
expression of the validated KSHV-induced cellular gene sequence, or contacting the 
KSHV-infected human cell with a small molecule inhibitor or an antibody specific to 
protein encoded by the validated KSHV-induced cellular gene, wherein the validated 
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KSHV-induced cellular gene sequence is a nucleic x acid sequence the expression of 
which is required for the KSHV-induced cellular gene expression or encoded biological 
activity, the KSHV infection, or the KSHV-mediated effects on cellular proliferation and 
phenotype, thereby inhibiting at least one of: Kaposi's sarcoma associated herpesvirus 
(KSHV)-induced cellular gene expression or encoded biological activity; KSHV infection; 
or KSHV- mediated effects on cellular proliferation and phenotype. 

Moses et al. teaches the use of antisense to inhibit the KSHV-induced cellular 
gene c-kit. Moses et al. found that inhibition of c-Kit activity with the pharmacological 
inhibitor of c-Kit signaling, STI571, reversed the KSHV-induced morphological 
transformation of dermal microvascular endothelial cells (DMVEC). Further, the 
antisense molecules used were phosphorodiamidate morpholino antisense oligomers 
(PMO-AS). PMO-AS are 15-18 base pair oligonucleotides complementary to a specific 
mRNA start codon that prevent message translation through steric hindrance. Moses et 
al. demonstrated that the PMO-AS are efficiently taken up and retained in DMVEC and 
are effective in reducing expression of the target protein (see pages 187-188). 

Claims 14, 15 and 20 are rejected under 35 U.S.C. 102(a) as being anticipated 
by Moses et al. (Journal of Virology, 2002, 76(16):8383-8399). 

Moses et al. teaches the use of antisense to inhibit the KSHV-induced cellular 
gene c-kit. Moses et al. found that consistent with increased c-Kit expression, KHSV- 
infected DMVEC displayed enhanced proliferation in response to the c-Kit ligand, stem 
cell factor (SCF). Inhibition of c-Kit activity with either a pharmacological inhibitor of c- 
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Kit (STI 571) or a dominant-negative c-Kit protein reversed SCF-dependent 
proliferation. Importantly, inhibition of c-Kit signal transduction reversed the KSHV- 
induced morphological transformation of DMVEC (see, for example, the abstract). 

Claims 14, 15 and 20 are rejected under 35 U.S.C. 102(a) as being anticipated 
by Luukkonen et al. (WO 02/10339). 

Luukkonen et al. teaches the use of PMO antisense to inhibit the KSHV-induced 
cellular gene c-kit Luukkonen et al. found that cells treated with the anti-c-kit oligomer 
did not develop foci but maintained a quiescent contact-inhibited monolayer (see page 
28, line 17 to page 29, line 14; Example 2 and Figure 8). 

Claims 14, 15 and 20 are rejected under 35 U.S.C. 102(e as being anticipated by 
Luukkonen et al. (U.S. Patent Application No. 2003/0191048). 

The applied reference has common inventors with the instant application. Based 
upon the earlier effective U.S. filing date of the reference, it constitutes prior art under 
35 U.S.C. 102(e). This rejection under 35 U.S.C. 102(e) might be overcome either by a 
showing under 37 CFR 1.132 that any invention disclosed but not claimed in the 
reference was derived from the inventor of this application and is thus not the invention 
"by another," or by an appropriate showing under 37 CFR 1.131. 

Luukkonen et al. teaches the use of PMO antisense to inhibit the KSHV-induced 
cellular gene c-kit. Luukkonen et al. found that cells treated with the anti-c-kit oligomer 
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did not develop foci but maintained a quiescent contact-inhibited monolayer (see 
paragraphs [0104] to [0106];Example 2 and Figure 8). 

Claim Rejections -35 USC §103 

The following is a quotation of 35 U.S.C. 103(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set 
forth in section 102 of this title, if the differences between the subject matter sought to be patented and 
the prior art are such that the subject matter as a whole would have been obvious at the time the 
invention was made to a person having ordinary skill in the art to which said subject matter pertains. 
Patentability shall not be negatived by the manner in which the invention was made. 

This application currently names joint inventors. In considering patentability of 
the claims under 35 U.S.C. 103(a), the examiner presumes that the subject matter of 
the various claims was commonly owned at the time any inventions covered therein 
were made absent any evidence to the contrary. Applicant is advised of the obligation 
under 37 CFR 1 .56 to point out the inventor and invention dates of each claim that was 
not commonly owned at the time a later invention was made in order for the examiner to 
consider the applicability of 35 U.S.C. 103(c) and potential 35 U.S.C. 102(e), (f) or (g) 
prior art under 35 U.S.C. 103(a). 

Claims 16-19, 21-24 and 37-44 are rejected under 35 U.S.C. 103(a) as being 
unpatentable over Moses et al. (Ann. N.Y. Acad. ScL, 2002, 975:180-191) or Moses et 
al. (Journal of Virology, 2002 r 76(16):8383-8399) as applied to claims 14, 15 and 20 
above, and further in view of GenBank Accession No. AF030297. 

The teachings of Moses et al. (Ann. N.Y. Acad. Sci.) and Moses et al. (Journal of 
Virology) are outlined above. 



\ 
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Neither reference teaches the claimed method where RDC1 is the target of 
antisense, siRNA, ribozyme or small molecule therapy. However, Moses (Journal of 
Virology) teaches that RDC1, like c-kit, is upregulated in dermal microvascular 
endothelial cells (DMVECs) transformed with KSHV (see page 8394, right column). 

It would have been obvious to one of ordinary skill in the art to modify the 
methods taught by Moses et al. (Ann. N.Y. Acad. Sci.) or Moses et al. (Journal of 
Virology) in order to inhibit or treat KSHV infection or KSHV-mediated effects by 
administering PMO-AS (or other molecules such as siRNA, ribozymes or small 
molecules) to inhibit the expression or function of RDC1 . One would have been 
motivated to do so given the suggestion by Moses et al. (Journal of Virology) that RDC1 
is another cellular gene that is upregulated in KSHV-infected cells. There would have 
been a reasonable expectation of success given the knowledge that antisense and a 
small molecule inhibitor were successfully used to inhibit c-kit expression and thus, 
reversed the KSHV-induced morphological transformation of DMVEC. 

As for SEQ ID NO:1 (RDC-1), it is well within the purview of one of ordinary skill 
in the art to create an antisense, siRNA, ribozyme or small molecule that binds to an 
RDC-1 sequence or inhibits RDC-1 expression or function, including the RDC-1 of SEQ 
ID NO:1. For example, see GenBank Accession No. AF030297, where an antisense 
molecule (instant SEQ ID NO: 15) is disclosed for RDC1. 

Therefore, the invention as a whole was clearly prima facie obvious to one of 
ordinary skill in the art at the time the invention was made. 
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Claims 16-19, 21-24 and 37-44 are rejected under 35 U.S.C. 103(a) as being 
unpatentable over Luukkonen et al. (WO 02/10339) or Luukkonen et al. (U.S. Patent 
Application No. 2003/0191048) as applied to claims 14, 15 and 20 above, and further in 
view of GenBank Accession No. AF030297. 

The teachings of Luukkonen et al. (WO 02/10339) and Luukkonen et al. (U.S. 
Patent Application No. 2003/0191048) are outlined above. 

Neither reference teaches the claimed method where RDC1 is the target of 
antisense, siRNA, ribozyme or small molecule therapy. However, both Luukkonen et al. 
references teach that RDC1, like c-kit, is upregulated in KSHV infected cells (see page 
51, lines 4-8, and page 58 of WO 02/10339). 

It would have been obvious to one of ordinary skill in the art to modify the 
methods taught by Luukkonen et al. (WO 02/10339) or Luukkonen et al. (U.S. Patent 
Application No. 2003/0191048) in order to inhibit or treat KSHV infection or KSHV- 
mediated effects by administering PMO-AS (or other molecules such as siRNA, 
ribozymes or small molecules) to inhibit the expression or function of RDC1 . One would 
have been motivated to do so given the suggestion by Luukkonen et al. (WO 02/10339) 
that RDC1 is another cellular gene that is upregulated in KSHV-infected cells. There 
would have been a reasonable expectation of success given the knowledge that 
antisense and a small molecule inhibitor were successfully used to inhibit c-kit 
expression and thus, reversed the KSHV-induced morphological transformation of 
DMVEC. 
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As for SEQ ID NO:1 (RDC-1), it is well within the purview of one of ordinary skill 
in the art to create an antisense, siRNA, ribozyme or small molecule that binds to an 
RDC-1 sequence or inhibits RDC-1 expression or function, including the RDC-1 of SEQ 
ID NO:1. For example, see GenBank Accession No. AF030297, where an antisense 
molecule (instant SEQ ID NO: 15) is disclosed for RDC1. 

Therefore, the invention as a whole was clearly prima facie obvious to one of 
ordinary skill in the art at the time the invention was made. 

No claim is allowed. 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Nicole Kinsey White, PhD whose telephone number is 
(571) 272-9943. The examiner can normally be reached on Monday through Friday 
from 8:00 am to 5:30 pm. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Bruce Campell can be reached on (571) 272-0974. The fax phone number 
for the organization where this application or proceeding is assigned is 571-273-8300. 
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Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). If you would like assistance from a 
USPTO Customer Service Representative or access to the automated information 
system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 

Nicole Kinsey White, PhD 

Examiner 

Art Unit 1648 

/nkw/ 

/Stacy B. Chen/ 1-22-2008 
Primary Examiner, TC1600 



